New routes to the United States: special and abbreviated 510(k)s.
Special and Abbreviated 510(k)s are two new approaches to obtaining clearance for medical devices to be marketed in the United States (US) that are designed to streamline the traditional 510(k) review process. This article answers commonly asked questions relating to the requirements for these types of 510(k)s, preparation of applications, and how the US Food and Drug Administration handles these submissions.